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EBPOnEVICKH CEPThHKAT 3A OCBOEO)KLABAHE HA HAPTUM HMYHOJIOFWIEH
JIEKAPCTBEH TWOYKT

EU OFFICIAL CONTROL A UTHOPJTY BA TCH RELEASE CERTIFICATE
FOR IMMUNOLOGICAL PRODUCTS

EC/Elifi CEPTUiNWAT OT OSWJIIAJIEH KOHTPOJJEH OPFAM 3A OCBO5O*cI1ABAHE HA

IIAPTIIJIA - KpaeH flO1IYKT

EU/EEA OFFICIAL CONTROL AUTHORITY BA TCH RELEASE CERTIFICATE - Fin ished Product
Ouctiena a CIOTDCTcTaIIC C qn 114 Ha jIHpck-TMaa 2001!83iEC, H3MCHCHB C UupeImtaa 2004127/PC (HMyHcaonrnHn .lckapcmernl npozykmt) it B ttoThtrcTBl!c

C Mirnutctpawunan npouenypa 33 ocao6ownaaaiie Ha napmna CT OII)HWI1’TCH Koinpondn oprait.

Examined under Aflide 114 ofDirective 200143/EC as amended by Directive 2004fl7,EC (Immunological Medicinal Products) and in accordance with
the Admin&ralive Procedure for Official ConuoiAuthoritv Hatch Release.

liMe aa npo,iywra/ Trade name: BCG vaccine, freeze-dried

MeicttyHapo.tHo HenaTdilTito liMe /tDapMawoneltHo

HM&OGwonplteTo nt.i& International non-proprietary Afycobacterium bovis BCG

Name/Ph. Eur. name/common name:
flapTurnut HoMepa pxy OflBKOBKT It ThpyFH 204-1 BCG vaccine, freeze-dried
H3flO3H2BTflHH HoMepa, CBb3HH C Ta311 naptiiaaf Diluent (saline) for BCG vaccine, freeze-dried
Batch numbers appearing on package and other 390-2 391-1
identification numbers associated with this bate!,:
hut a ntpBitqiiaTa onatcoaka/ Type of container: Ampoule
05w OpOil Ha OHBKOBKHTC B Ta3H napnwa/ Total number 15 080 ampoules

of containers in this batch:
Bpoñ 110311 8 onaKOBKaTa/ Number of doses per container: 10 adult doses/20 infant doses per ampoule
Haqajw Ha cpoica Ha roluiocT/ Date ofstart ofperiod of 30103/2016
validity:
,flata Ha InTIfaHe Ha cpoica Ha roaHocT/ Date ofecplry: 28/02/2019
Hor.tep Ha papewenero aa ynoTpe6a IbplcaBa 20010843 (BtnrapHs/Bulgaria)
‘uleaka/EC) II3ThSflCHO ott Marketing authorisation number
(ine,nber state / EU) issued by:
liMe H aapec Ha npolnnomHTeJl& Name and address of “Byii Bno-HLj3flB” EOOJ, “.H.Caln,3o&’ H2 26, l5O4Co4nrn /
manufacturer: BB-NCIPD Ltd., 26 Y. Sakazov, 1504 Sofia, Bulgaria

liMe H aapcc Ha flpHTelcaTesIs Ha pa3peffleHlIeTO a “Byn huo-H143fl5” EOO, “R.Can3o&’ M2 26, l5O4Cotim I
ynoTpe6a, no e paaniiett OT npo1nBognTen/ Name and BB-NCTPD Ltd., 26 Y. Sakazov, 1 504 Sofia, Bulgaria
address ofmarketing authorisatlon holder if different:

flaaslitHKa CToHHoRa, Ha9aaHIK OTLICJI
“EHoJlorInjlrn aHannhsl H tapMawonenHn LIeIIII0CTH” - -

Paviinka Stoyanova. Head ofDivision “BioloRical analyses and Plrarp,acopOèial Or
,1aTa Ha H3aaBaHe/ Date of issue: 25/07/2016
HoMep ua cepm4nsxata/ Certificate Number: 0300V!201 6

Ta3;, napEula C ouciHIalla Hpn okyMdImlpalllt rpOuC2y7iI, KOWVO Ca qacT CT CIICTtMBTh 33 ynpaaneiiiie Ha IW4ccThOw B cbome-rcrmle c ISO/IEC 17025
CflH3T lice OCHOBBBfl H2! This batch has been examined using documentedpro cedurn whiehfonn pan of a quality system which is in accordance with

the ISOREC 17025 standard This examination is based on:

- CLCThCThO’W pbKOBO,lflO 33 Th3H nexapcTaeH .npoaywr. HH rtp;l OTeinhiC Ha nocxIHoTo/ the relevant Note for Ouidancc for this product, or, in the
absence oithc latter,

npcrnca ita npOTOKO2WTt or npoinaonno H flOOfliUUhi Koinpoiulfi .ia6opampim innarawuts, xarm Ca oaoöperns B pa3pellcHIicm 32 ynotpe6a)/ the
review of the manufacturer’s protocol and the appropriate control laboratory tests as indicated in the marketing authorisation application.

Tarn napmaa C B cbo-rBercmhte C OflOGpCHIflC CnCulI4lllKalUiH, aanCrNajlll B cbm-Bcnttrrc MoHorp8chtw CT Eaponcflcxa eapMaKone H mpHJTfl pa3peweHHe

rn ynarpe5a itce ocno6otaana’ This batch is in compliance with the approved specificatlons laiddown in the relevant European Pharmacopoeia

and the above marketing outhorftation and is releasei

11011111w, liMe It ajlt;KHoa:
Signed by, name andfrncüan:

Oa6pHn, IIMC II flflbKII0Ct
Approved by. name andfimctlon:

Jlioctma CTe$alloBa, rnaseii CICCnCT, jUtCICUllfl
“Ananiuii ita .ieRapcTnenHTe npoaywrn”
Lusda Stefanora, Chiefexpert. Dcpartment “Analyses bfrncdtcinai

I,.

Cotot 1303, yn. JaMsn Ppyes }& 8, Ten,: (02) 8903 555, 4rnKc: (02) 8903434
8, Damyan Gruev SIr., 1303, Sofia, Bulgaria, tel: + 35928903555, fax: + 35928903434,

c-mail: bda@bda.bg
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